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1 Basic Information
1.1 Programme: ENPI 2013/024-403 Framework Programme in support of EU-Republic of Moldova agreements 2013
1.2 Twinning Number: MD16/ENP/HE/24TL
1.3 Title: Preparation of the Code of Health in line with EU standards and the EU acquis.

1.4 Sector:
Health

1.5 Beneficiary country: Republic of Moldova

2 Objectives
2.1 Overall Objective(s)

Legal approximation of the Moldovan healthcare legislation to the EU values and relevant legislation in this field.

2.2 Project purpose

The Ministry of Health is preparing a codification of all health and healthcare related legislation into one comprehensive Code of Health. In the Twinning Light project a choice of legal and policy issues will be examined together with experts from the twinning Member State. The proposals, drafts and recommendations derived from these examinations will be used in the drafting process for the Code of Health.

2.3 Contribution to National Development Plan/Cooperation agreement/Association Agreement/Action Plan

In September 2014 the AA has comes into force. In this agreement the Republic of Moldova has committed itself to an extensive approximation of health and healthcare related legislation and consequently the implementation of this part of the EU acquis. Moreover, the AA also provides that Moldova will be involved in a Deep and Comprehensive Free Trade Area (“DCFTA”) agreement. In this context harmonisation of the medical product regulatory system has to take place. Medicinal products and medical devices regulatory systems of Moldova have to be aligned with the EU regulatory systems and networks.  

3 Description
3.1 Background and justification

According to Article 1 paragraph 1 from the Association Agreement between the European Union and the European Atomic Energy Community and their Member States, of the one part, and the Republic of Moldova, of the other part (“AA”), an Association is established between the Union and its Member States, of the one part, and the Republic of Moldova of the other part. The aims of this Association include, according to paragraph 2: (a) to promote political association and economic integration between the Parties based on common values and close links, including by increasing the Republic of Moldova's participation in EU policies, programs and agencies; (b) to strengthen the framework for enhanced political dialogue on all areas of mutual interest, providing for the development of close political relations between the Parties; (c) to contribute to the strengthening of democracy and to political, economic and institutional stability in the Republic of Moldova; (d) to promote, preserve and strengthen peace and stability in the regional and international dimensions, including through joining efforts to eliminate sources of tension, enhancing border security, promoting cross-border cooperation and good neighbourly relations; (g) to establish conditions for enhanced economic and trade relations leading towards the Republic of Moldova's gradual integration in the EU Internal Market as stipulated in this Agreement, including by setting up a Deep and Comprehensive Free Trade Area, which will provide for far-reaching regulatory approximation and market access liberalization, in compliance with the rights and obligations arising out of the WTO membership; and to the transparent application of those rights and obligations;

According to Article 113 from the AA, the Parties agree to develop their cooperation in the field of public health, with a view to raising the level of public health safety and protection of human health as a precondition for sustainable development and economic growth.

According to Article 115 from the AA: (a) the cooperation shall enable the progressive integration of the Republic of Moldova into the European Union's health related networks, and (b) the progressive enhancement of interaction between the Republic of Moldova and the ECDC (European Centre for Disease prevention and Control).

According to Article 116 from the AA, The Republic of Moldova shall carry out approximation of its legislation to the EU acts and international instruments referred to in Annex XIII to the AA according to the provisions of that Annex.  

Currently the basic legislative act that regulates social relations in the field of healthcare in Republic of Moldova is Law on Health Care no. 411–XIII of 28 March 1995. From 1995 until present the health care system underwent several changes due to the fact that Republic of Moldova signed several international acts and bilateral agreements, which led to modification of the rules of the Law on Health Care for more than 80%. The current law is outdated and thus creates an incomplete image. In the context of the global demographic trends characterised by the aging of the population, development of the modern medical technologies for diagnosis and treatment, expensive medicines, increasing patient expectations in Moldova, it is necessary to perform a complex legislative systematisation, in a unique concept, thus developing the Code of Health,  which shall include all legal norms related to the healthcare, that will regulate new legal relations related to the organization of the health system in Moldova, according to contemporary standards. Currently, Moldovan legislation contains about 15 laws in the field of health care that shall be included in the Code of Heath.

In the codification process particular attention is required for the correct implantation of EU legislation – the EU acquis – as well as to EU principles and standards. Therefore the input from experts who have experience in applying EU legislation and legislating in the context of EU membership is very important. Furthermore, the Ministry of Health wants to make use of experiences in healthcare reform that have been gained in other countries not to be reinventing the wheel: the twinning partner should be prepared to share ‘best practices’ from the EU perspective with the Moldovan administration. In this way the Code of Health can be developed as a sustainable body of legislation functioning as the backbone for the organisation of healthcare in the country for the decennia to come.

3.2 Linked activities (other international and national initiatives)

This project builds further on earlier initiatives that have taken place in Moldova in the context of health and healthcare legislation as listed below.

· International consultancy for an impact assessment of a certain EU legal acts (tobacco, communicable diseases, blood, tissues and cells, mental health, alcohol, cancer, prevention of injury and the promotion of safety) degree of implementation and their subsequent transposition in the framework of the project “Building Institutional Capacity of the Ministry of Foreign Affairs and European Integration” (assistance provided by EU)

· Mission Report on Transposition and Implementation of EU Community Acquis on Tissues and Cells Transplantation; Organ Donation and Transplantation. (assistance provided by EU)

· Evaluation of the health care legislation of the Republic of Moldova in order to assess the needs for harmonization with the European Legislation (acquis communautaire) (assistance provided by WB)

· Workshop on building capacities in transposition of the EU legislation in public health in national legislation of Republic of Moldova (assistance provided by EU through WHO)

· TAIEX study visit on Capacity building of the Transplant Agency personnel

· TAIEX workshop on “Legislative, organizational and economical  aspects of donation and transplantation”

· TAIEX expert mission on reviewing and providing a gap analysis of the existing SOPs (Standard Operating Procedures) and Protocols in the field of transplantation as well as beginning of the elaboration of  the SOPs and protocols for renal and liver transplantation in conformity with Directive 2010/53/EU.

· TAIEX expert mission on setting up the Human Leukocyte Antigen (HLA) Laboratory and training of personnel involved in HLA testing for transplantation.

· TAIEX study visit on Treatment Demand Indicator

· TAIEX study visit on Effective implementation of the right to informed consent for medical procedures

· TAIEX workshop on National Human Resources in Health Observatories in SEEHN Countries - goals, objectives, contribution in developing and monitoring of national policies in HRH

· TAIEX workshop on Capacity development on Treatment demand indictor (TDI)

· TAIEX workshop on Sharing experience in existing Regional Funding models for deceased donation and transplantation

· TAIEX Expert Mission on Assessment of national surveillance system for communicable diseases

· TAIEX study visit on Cross border healthcare and Patients’ rights

· TAIEX study visit on Monitoring, counselling and treatment of tobacco addiction in accordance with EU standards and practices in the field

· TAIEX Workshop on harmonization and mutual recognition of health  professionals' qualifications in Europe - lessons from the EU, implications and policy options for the South- Eastern Europe Health Network  countries (SEEHN)

· TAIEX Workshop on Mechanisms/systems of authorization/licensing of  medical personnel within the SEEHN countries in the context of recognition  of professional qualifications in EU

· TWINNING "Strengthening the Transplant Agency of the Republic of Moldova and support in legal approximation in the area of quality and safety of substances of human origin"

3.3 Results

The implementation of the proposed project will result in:

Evaluation of the relevant legislation regulating the Moldovan healthcare system in respect of the approximation to EU values and legislation and offering best practices support in respect of amendments to the Moldovan legislation in the framework of the drafting of the Code of Health.

3.4  Activities

Component 0 Kick-Off Meeting and Closing Event
Activity 0.1 Kick-off Meeting 

A kick-off conference will be scheduled to present the Twinning Light project’ objectives and expected results with the Ministry of Health staff, counterparts and stakeholders. A formal launch and presentation will be made to the stakeholders and interested parties at a half-day kick-off meeting.
Input: 
MS: Project Leader
1 mission x 1w/d = 1 w/d
Output: 
Stakeholders and other interested parties informed of the launch, aims and content of the project by the end of the first month.

Activity 0.2 Final Closing Conference

During the last month, a closing conference will be organized during which the main results and achievements of the project will be presented. The results of the twinning light project will be presented, and discussed with the beneficiary, other relevant Ministries, the Government of RM, and other donors. The conference will present recommendations for future work and follow-up. 
Input: 
MS: Project Leader
1 mission x 1 w/d = 1 w/d
Output: 
One day closing conference organised;
Recommendations and lessons discussed and reported;

Stakeholders and other interested parties are informed about project activities, results and achievements.
Component 1
Evaluation of the relevant legislation regulating the Moldovan healthcare system in respect of the approximation to EU values and legislation
This component contains activities of a legal nature regarding the entire health and healthcare related legal framework existing in Moldova. It aims at preparing the Ministry of Health for the drafting and adoption of a comprehensive Code of Health containing all relevant legislation in alignment with the EU acquis and the standards and principles of the EU. 

Activity 1.1
Examination of the parliamentary acts (Formal laws) regulating the Moldovan healthcare system

In this activity all legislation related to health and healthcare will be scrutinised and discussed by lawyers of the Ministry of Health with legal experts from a member state with a special focus on the compatibility with EU standards and the EU acquis. 

A team of the member state’s experts will discuss the legal texts with the Moldovan expert team in three missions of one week to the Ministry of Health. In the first week the main focus will be on understanding the current texts and the existing ideas for improvement. In the second week the EU experts will discuss their recommendations for improvement with the team of the Ministry of Health. After implementation of the recommendations from the member states’ experts the third and final mission will be planned in which the implementation of the recommendations and the compliance with EU standards and acquis will be assessed. 

The legislation that will be the topic of the discussions is listed below:

· Government Decision No 663 of 23.07.2010 for the approval of the sanitary regulation on hygiene conditions for healthcare institutions

· Law No 10, dated 03.02.2009 on the State Supervision of the Public Health 

· Law No 124 of 11.05.2007 on the ratification of the World Health Organisation Framework Convention on Tobacco Control (including modifications to the law from 29.05.2015)
· Law No 96 of 13.05.2007 on public procurement

· Law No 23 of 16.03.2007 on prophylaxis of HIV/AIDS

· Law No 263 of 27.12.2005 on patient rights and responsibilities 

· Law No 264 of 27.10.2005 on the exercise of the profession of doctor

· Law No 1456-XII of 25.05.1993 on pharmaceutical activity 
· Law No 1593 of 26.12.2002 on the size, the manner and the time limits for compulsory insurance premiums healthcare

· Law No 713 of 06.12.2001 on control and prevention of alcohol abuse and illicit consumption 
of drugs and other psychotropic substances

· Law No 552 of 18.10.2001 on the Assessment and Accreditation in Healthcare

· Law No 185 of 24.05.2001 on safety of reproductive health and family planning

· Law No 982 of 11.05.2000 on access to information

· Law No 1585 of 27.02.1998 on ensuring mandatory healthcare

· Law No 1402 of 16.12.1997 on mental health

· Law No 411 of 28.03.1995 on healthcare

· Law No 1513 of 16.06.1993 on ensuring sanitary-epidemiologic safety

Input:

3 missions of 5 days of:

1 expert on health law and patient rights

1 expert on legal aspects of the organisation of healthcare systems

1 expert on legal aspects of healthcare insurance

3 STE x 5 w/d = 15 w/d
Output:

Extensive report containing an analysis of the proposed/current provisions and their compliance with the EU acquis, standards and principles, as well as recommendations for improvement. The output should be practically implementable.
Activity 1.2 
Examination of the secondary (implementing) legislation regulating the Moldovan healthcare system

Next to the parliamentary acts, many provisions relating to the organisation of public health and healthcare have been adopted in the form of government decisions and ministerial decrees. In this activity the Moldovan system for delegation and attribution
 of legislation will be analysed as well as the best way to adopt implementing legislation. From the analysis recommendations for improvement in the way the legal tools of delegation and attribution will be made. 

Input:


3 missions of 3 days of:

1 expert on health law and patient rights

1 expert on legal aspects of the organisation of healthcare systems

1 expert on legal aspects of healthcare insurance

3 STE x 3 w/d = 9 w/d
Output:

Extensive report containing an analysis of the implementing legislation and the Moldovan system of delegation and attribution, as well as recommendations for improvement. The output should be practically implementable.
3.5 Means/Input from the MS Partner Administration(s)

3.5.1 Profile and tasks of the Project Leaders

The successful implementation of a Twinning project requires the commitment of two Project Leaders, appointed in the Twinning partner country on one side (MSPL, Member State Project Leader) and the Ministry of Health as Beneficiary on the other side (BCPL, Beneficiary Country Project leader). 

The BCPL will devote his/her time to conceiving, supervising and coordinating the overall thrust of the project. The BCPL should be a high-ranking official with a good overall understanding of healthcare and public health, as well as good liasoning skills to ensure that all relevant persons in BC take an active part in the project and contribute to it. The BCPL should have clear understanding of the critical success factors within the Ministry of Health, relevant to circumstances and characteristics of the Ministry of Health.

The MSPL of the Twinning Partner Institution will act as counterpart of the Beneficiary’s Project Leader and will ensure in close cooperation the overall steering and coordination of the project. He/she is likewise expected to be high ranking official in his/her administration. The MSPL should also have a good overall understanding of the functioning of healthcare agencies. He/she should also possess good project management skills and experience, in order to address any issues that might emerge in the course of the project, e.g. need for possible adjustments in order to tailor the BC Twinning Partner approaches for the Ministry of Health needs in order to ensure achievement of project goals, tasks and deliverables, and facilitate implementation of those.

The Project Leader will be expected to devote a minimum of 3 days per month to the project in his home administration. In addition, he/she will coordinate, from the Member State side, the Project Steering Committee (PSC), which will meet in Moldova at least once in every three months.

Tasks:

The main tasks of the MSPL are to ensure:

•
The overall coordination of the project;

•
The achievement of mandatory results;

•
The organisation of working groups, if needed;

•
The organisation of the good communication and coordination with beneficiary and 
stakeholders;

Profile for MSPL:

· University degree/post-graduate degree in fields related to the assignment
· At least 10 years of professional experience in the fields of healthcare or public health

· Proven experience in project management

· Excellent command of written and spoken English. 

3.5.2 Profile and tasks of the short-term experts

The project will require as minimum 3 different short term experts (STE) with following knowledge in following areas:
· 1 STE on health law and patient rights

· 1 STE on legal aspects of the organisation of healthcare systems

· 1 STE on legal aspects of healthcare insurance

STEs in their relevant area should also have experience in drafting legislation in their relevant areas.

Minimum experience required:

•
Relevant University degree and practical experience relevant to the areas mentioned above;

•
At least 5 years of relevant professional experience;

•
Fluent English, oral and written;

4 INSTITUTIONAL FRAMEWORK

The Beneficiary of the project is the Ministry of Health of the Republic of Moldova. The organigram of the organisation is provided below.

MoH Organigram




5 BUDGET

The total amount of the budget is 106,000 EUR.
6 IMPLEMENTATIONAL ARRANGEMENTS

6.1 Implementing Agency responsible for tendering, contracting and accounting

Delegation of the European Union to the Republic of Moldova

Ms. Elena MADAN

Project Manager

Health and Social Protection,

12 Kogalniceanu Str., Chisinau, Moldova

tel.: +373-22-505-210

e-mail: Elena.Madan@eeas.europa.eu
PAO (Programme Administration Office)

Ms Oxana GLUSCENCO,

Acting Head of Division

State Chancellery of the Republic of Moldova

Government Building, Piata Marii Adunari Nationale 1, Chisinau, Moldova

e-mail: oxana.gluscenco@gov.md
6.2 Main counterpart in the BC

Dr. Nicolae JELAMSCHI, 
State Secretary
Ministry of Health of the Republic of Moldova
2, V. Alecsandri, Chisinau, Moldova
tel. +373-22-268-883
e-mail: nicolae.jelamschi@ms.gov.md
6.3  Contracts

This project will be accomplished via single Twinning Contract.

7 IMPLEMENTATION SCHEDULE (indicative)

	
	
	2016

	1.
	Means
	4
	5
	6
	7
	9
	10

	1.1
	MS:  3 x STE x 15 w/d
	 x
	
	x
	 
	 x
	 

	1.2
	MS:  3 x STE x 9 w/d
	 
	 x
	 
	 x
	 
	 x


Marked cell indicates indicate proposed month(s) within which the respective tasks could be performed.

7.1 Launching of the call for proposals

January 2016
7.2 Start of project activities

April 2016
7.3 Project completion

October 2016

7.4 Duration of the execution period

6 months

8 SUSTAINABILITY

The achievements of the Twinning Project will be sustainable. They will be maintained as a permanent asset to/of the Beneficiary Administration as a result of the following:

Readability and practicality of deliverable documents

The reports being drafted in the context of this Twinning Project will be useful as input for the Ministry of Health for the ongoing project of drafting the Code of Health. The results of the twinning will therefore directly impact on the quality of future legislation.

Relevance

This twinning project’s timing will coincide with the elaboration of the first drafts of the Code of Health. This means that the EU context of the concerned legislation can be timely added to the legislative process.

9 CROSSCUTTING ISSUES

The proposed project will comply with EU equal opportunity policies. Equal treatment of men and women in project implementation at all levels will be one of the most important principles in project management and implementation. Great attention will be given to having equal participation within the personnel that will be trained as well. The beneficiaries are employers of equal opportunity. Appropriate professional qualifications and experience will be the main decisive factors in personnel recruitment and evaluation. 

10  CONDITIONALITY AND SEQUENCING

The project is a building block in the grand scheme of codification foreseen in the drafting of the Code of Health. Therefore there results of this process have to ready in time for inclusion in the drafting process. 
LIST OF ANNEXES:

Annex 1: Logical framework matrix

ANNEXE 1: Logical framework matrix

	Overall objective
	Objectively verifiable indicators 
	Sources of Verification
	 

	Legal approximation of the Moldovan healthcare legislation to the EU values and relevant legislation in this field.
	Alignment with EU Acquis and implementation of best practices of EU.
	WHO, UNDP, European Commission
	 

	Project purpose
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	The Ministry of Health is preparing a codification of all health and healthcare related legislation into one comprehensive Code of Health. In the Twinning Light project a choice of legal and policy issues will be examined together with experts from the twinning Member State. The proposals, drafts and recommendations derived from these examinations will be used in the drafting process for the Code of Health
	Comments on the current legislation and draft  legislation formulated; recommendations for improvement given and implemented into the draft Code of Health 
	Peer Reviews
	Timely delivery for the time schedule for the drafting of the Code of Health

	Results
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	1. Approximation of health and healthcare related legislation to EU acquis, standards and principles
	Comments on the current legislation and draft  legislation formulated; recommendations for improvement given and implemented into the draft Code of Health
	Draft Code of Health 

Peer Reviews
	Time schedule of the drafting process is complied with

	Activities of Component 1
	Means
	
	Assumptions

	1.1 Examination of the parliamentary acts (Formal laws) regulating the Moldovan healthcare system
	MS:  3 STE x 15 w/d
	
	

	1.2 Examination of the secondary (implementing) legislation regulating the Moldovan healthcare system
	MS:  3 STE x 9 w/d
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� � HYPERLINK "http://old.ms.gov.md/_files/8896-Evaluation%2520of%2520the%2520healthcare%2520legislation%2520and%2520asses%2520the%2520needs%2520for%2520harmonization.pdf" �http://old.ms.gov.md/_files/8896-Evaluation%2520of%2520the%2520healthcare%2520legislation%2520and%2520asses%2520the%2520needs%2520for%2520harmonization.pdf�


� The legal instruments for transferring legislative power from the Government and Parliament to the Government or a specific Minister
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